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DETAILED ACTION 

Claims 1-28 are pending. Claims 1-28 are presently under examination. 

Priority 

Applicant has not complied with one or more conditions for receiving the benefit 
of an earlier filing date, U.S. provisional application 60/51 1,602 filed 10/14/2003 under 
35 U.S.C. 1 19(e) for claims 1-44. Claims 1-28 are drawn to a method and a system for 
representing performance of a drug candidate comprising steps of receiving raw data, 
extracting index information, referencing information to generate a metadata file, 
referencing the metadata file to convert raw data into a binary file, generating a user 
interface comprising a menu, presenting the menu to a user, receiving a user input, 
causing the interface to reference and identify a subset of the binary file, and presenting 
the data subset. The steps of referencing information to generate a metadata file, 
referencing the metadata file to convert raw data into a binary file, and causing the 
interface to reference and identify a subset of the binary file are not supported by the 
provisional application 60/51 1,602. Also, the limitations recited in claims 2-28 are not 
supported by the provisional application 60/5 1 1 ,602. 

If applicant desires benefit of these provisional applications, applicant is invited to 
point to specific support by page and line number for each limitation of instant claims in 
the provisional application mentioned above. Priority for claims 1-28 is granted only to 
the filing date of the instant application filed 02/06/2004. 



Information Disclosure Statement 
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Information Disclosure Statements (IDS) filed 7/27/2004 and 1 1/08/2004 have 
been considered in full. 

Claim Rejections - 35 USC § 101 
35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 1-28 are rejected under 35 U.S.C. 101 because the claimed invention lacks 
patentable utility. 

Claims 1-25 are directed to a method and system for representing performance of 
a drug candidate. The specification on p. 4 states that there is a need in the art for systems 
for modeling the behavior of drug candidates wherein different knowledge is used for 
developing a model of compounds' clinical safety, tolerability, and efficacy profile in 
relation to the compounds' competitors. Further, knowledge contained in those models is 
broadly accessible to the clinical development organization. The specification also states 
on p. 7-8 that Drug Model Explorer software may be utilized to facilitate decision- 
making regarding clinical development programs for particular drugs. The claims do not 
recite model development nor decision-making. The "result" of the claimed method is 
presenting a subset of a binary file relevant to a user-selected input wherein the binary 
file is obtained by conversion of raw data generated by a drug candidate behavior model. 
In order for the result of the method (i.e., a data subset of a binary file) to be used for 
decision-making regarding clinical development of a drug candidate, one skilled in the art 
must be aware of some correlation between the information received (a subset of data) 
and condition or disease for which the drug is selected, or between the model output {e.g., 
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drug behavior) and condition, disease, etc. Absent any disclosure of a correlation between 
the model/data, the drug under evaluation, and some disorder/disease to be treated, there 
is no immediate benefit to a member of the public for performing the method, and hence, 
there is no utility for the method. No such information is recited in the instant claims; 
further research would be required to determine such a correlation. Applicant is reminded 
that a "use" to perform further research is not a utility under 35 U.S.C. 101. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-28 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claim 1 recites the limitation "raw data generated by a model." It is not clear 
whether "generation" of raw data is intended to be an active, positive method step. 

Claim 1 recites a metadata file "explicitly reflecting a hierarchical structure 
model." The limitation "explicitly reflecting" is not clear and neither claims nor the 
specification defines the limitation. 

Claim 1 recites the limitation "referencing" index information and metadata. It is 
not clear what steps are actually intended and whether "referencing" is intended to mean 
using, referring, generating, or linking, etc. or, as defined by Merriam- Webster 
Dictionary: citing, supplying with a reference, or putting in form adapted to easy 
reference. Claim 1 recites the limitation "causing the interface to reference the metadata 
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file." It is further unclear whether "to reference" is intended to be an active, positive 
method step of the method and whether "referencing" the metadata is intended to mean to 
inquire, link, use, refer, etc. 

Claim 1 recites referencing index information "to generate a metadata file." It is 
not clear whether "generation" of the file is intended to be an active, positive method 
step. 

Claim 1 recites the limitation referencing a metadata file "to convert the raw 
data." It is not clear whether "conversion" is intended to be an active, positive method 
step. 

Claim 1 recites the limitation "to identify a subset." It is not clear whether 
"identification" of a subset is intended to be an active, positive method step. 

Claim 1 recites a binary file "relevant" to a user-selection. The metes and bounds 
of the "relevancy" of a binary file to a user selection are not clear. One skilled in the art 
would not know how to determine (i.e. 9 specific criteria) whether a binary file is 
"relevant" to a user-selection and neither claims nor the specification define establishing 
relationships between a user-selection and a binary file. 

As the limitations recited in claim 1 are not clear, as set forth above, claim 1 is 
indefinite. Claims 2-25 depend from claim 1, and are therefore indefinite. 

Claim 4 recites the limitation "to one of." It is not clear whether "to one" relates 
to a subset, a value, a clinical effect, user-defined value, etc. As the intended limitation is 
not clear, claim 4 is indefinite. 

Claim 5 recites the limitation "to fall one of ." It is not clear whether "one of is 



Application/Control Number: 1 0/773,767 p age 6 

Art Unit: 1631 

related to a clinical effect that falls in one of three categories: within, above, and below a 
user-defined range, or alternatively, "one" is related to one value or one effect that falls 
within, above and below the defined range. As the intended limitation is not clear, claim 
5 is indefinite. 

Claim 26 recites the limitation "to reference" metadata. It is not clear whether 
"reference" metadata is intended to mean inquire, link, use, refer, etc., as set forth above. 

Claim 26 recites the limitation a binary file "relevant to" inputs. The metes and 
bounds of the "relevancy" of a binary file to a user selection are not clear. One skilled in 
the art would not know how to determine (i.e., specific criteria) whether a binary file is 
"relevant" to a user-selection and neither claims nor the specification define establishing 
relationships between a user-selection and a binary file. 

As the limitations recited in claim26 are not clear, as set forth above, claim 26 is 
indefinite. Claims 27-28 depend from claim 26, and further indefinite. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-5, 13-22, 24-26, and 28 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Fink, U.S. Patent 5,808,918, in view of Watkins, U.S. Patent 



6,457,017. 
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Fink discloses a method and a system for modeling biological systems and disease 
processes. Fink's invention provides an interactive tool to help identify new drug targets 
(col. 3, line 7-23; col. 7, line 34-38). Fink discloses building a model based on knowledge 
from literature, books, experiments, internal information, clinical trials, etc. (col. 7, line 
40-67) and using the model to generate raw data (col. 12-13, Model Uses). Fink discloses 
obtaining raw data comprising index information (fig. B; col. 9, line 5-14; col. 12, line 
58-67), treatment scenario (col. 12, line 58-67; col. 13, line 30-33), and output 
performance information type {e.g., effect on the immune system, col. 12, line 52-57). 
Fink discloses extracting index information from raw data (fig. 3 and col. 12-13, bridging 
paragraph). Fink discloses generating a user interface wherein a user may input his 
selection of data and "interact" with a model (col. 5, line 48 - col. 6, line 3; col. 6, line 
62-67). Fink discloses presenting a menu to a user {see fig. 3 and col. 5, line 48-65). Fink 
discloses receiving a user input at the interface (col. 5, line 48-65; col. 12, line 49-50; col. 
13, line 27-36). Fink discloses hierarchical structure of the model (col. 4, line 37-57; col. 
10, line 1-23) wherein fundamental model units represent relevant biological information 
and processes at each level. Fink discloses that output is obtained according to a user 
selection (input) and presented as a data subset in a graphic user interface (col. 5, line 57 
- col. 6, line 3; col. 13, line 26-34). Fink discloses data representing clinical effect (col. 
12, Model Uses). Fink discloses an independent variable required for a clinical effect 
{e.g., bacterial load, col. 12, line 46-57). Fink discloses a probability of distribution (col. 
9, line 9-32). Fink discloses input uncontrollable variables (family history, patient is a 
smoker) (col. 13, line 26-30). Fink discloses controllable variables (treatment regimen, 
col. 13, line 32-34). Fink discloses endpoint based on a clinical measured value (col. 13, 
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line 32-34). Fink discloses that uncontrollable variables comprise a model assumption 
(using model for particular patients), col. 13, line 26-37. Fink also discloses a system for 
executing his method because it is a computer method (fig. 9 and col. 13). 

Fink does not disclose metadata files, binary files, and converting raw data onto a 
binary file by referencing a metadata file. 

Watkins discloses an information management system. Watkins' system has an 
object-oriented architecture over a relational database in order to manage files of 
information wherein files are indexed and can be retrieved (see abstract). Watkins 
discloses a graphical user interface for displaying files content to a user (col. 11-12, User 
Interface). Watkins discloses that raw data are indexed and stored in a database and 
converted to a specified type of data by the system to a human-readable form (col. 8-9, 
bridging paragraph). Watkins discloses that all stored raw data are associated with 
metadata and are transformed into binary files (col. 13-14). Watkins discloses that raw 
data comprises files organized according to explicit index (data are associated with an 
object; metadata stores a basic object attribute, (col. 12-13, bridging paragraph; col. 9, 
Database Tables). Watkins discloses querying a database by a user wherein metadata is 
stored in a database (col. 14, line 39-41). Watkins discloses raw data comprising multiple 
files and raw data converted into a single binary file and multiple binary files (see col. 
13). Watkins discloses a menu comprising text form from metadata file (col. 13 and fig. 
13-16). Watson discloses a tree-structured data (e.g., multiple versions of hierarchy 
(configuration management), a parent-child database) (col. 9, line 64 - col. 10. line 32). 

It would have been obvious to one skilled in the art at the time of the invention to 
modify the method and the system of Fink to use metadata files and binary files and 
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reference metadata to convert raw data into a binary file, such as taught by Watkins, 
where the motivation would have been to improve selecting and viewing data, as taught 
by Watkins, col. 1, line 10-32 and col. 13, line 1-62. 

Claims 1-2, 4-22, 24-26, and 28 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Herren, U.S. Patent 6,108,635, in view of Watkins, U.S. Patent 
6,457,017. 

Herren discloses an integrated disease information system and a method for 
developing new therapies. The method comprises steps of receiving raw data generated 
by a model (col. 7, line 64-67; col. 18-19 table 3), extracting index information (claim 1), 
generating a graphical user interface (col. 5, line 56-62 and fig. 9, 12-14), presenting a 
menu to a user (fig. 9, 12, 13-14), receiving a use selection (claim 1), identifying a subset 
of data relevant to the user selection and presenting data (claims 1-2 and fig. 9, 12-14). 
Herren discloses subsets representing a clinical effect (claims 1-2). Herren discloses 
independent variables (col. 19, line 15-36). Herren discloses independent variables 
required for a clinical effect (col. 26, 48-60 and fig. 8-9). Herren discloses table, matrix 
of tables, plot, and matrix of plots presentation formats (fig. 9, 12-13, 16-18). Herren 
discloses a contrast between a drug candidate and its competitor (e.g., a standard, fig. 13). 
Herren discloses data representing contrast between output corresponding to two 
controllable variable input scenarios and specifically where the contrast is a difference, 
(col. 27, line 5-15; fig. 9; col. 22, line 28-47). Specifically, Heren discloses comparing a 
proposed intervention with a standard intervention (col. 8, line 2-24; col.4, line 22-41). 
Herren discloses input selected from an endpoint, a controllable variable, and 
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uncontrollable variable (col. 19, line 15-36 and col. 22, line 32-47; col. 30, line 60-64). 
Herren discloses an uncontrollable variable comprises a model assumption (col. 7, line 
64 - col. 8, line 2). Herren discloses a system for performing his method (fig. 1-2). 

Herren does not disclose metadata files, binary files, and converting raw data onto 
a binary file by referencing a metadata file. 

Watkins discloses an information management system. Watkins' system has an 
object-oriented architecture over a relational database in order to manage files of 
information wherein files are indexed and can be retrieved (see abstract). Watkins 
discloses a graphical user interface for displaying files content to a user (col. 11-12, User 
Interface), Watkins discloses that raw data are indexed and stored in a database and 
converted to a specified type of data by the system to a human-readable form (col. 8-9, 
bridging paragraph). Watkins discloses that all stored raw data are associated with 
metadata and are transformed into binary files (col. 13-14). Watkins discloses querying a 
database by a user wherein metadata is stored in a database (col. 14, line 39-41). Watkins 
discloses raw data comprising multiple files and raw data converted into a single binary 
file and multiple binary files (see col. 13). Watkins discloses a menu comprising text 
form from metadata file (col. 13 and fig. 13-16). Watson discloses a tree-structured data 
(e.g., multiple versions of hierarchy (configuration management), a parent-child 
database) (col. 9, line 64 - col. 10. line 32). 

It would have been obvious to one skilled in the art at the time of the invention to 
modify the method and the system of Herren to use metadata files and binary files and 
reference metadata to convert raw data into a binary file, such as taught by Watkins, 
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where the motivation would have been to improve selecting and viewing data, as taught 
by Watkins, col. 1, line 10-32 and col. 13, line 1-62. 

Claims 23 and 27 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Herren, U.S. Patent 6,108,635, in view of Watkins, U.S. Patent 6,457,017, as applied to 
claims 1-2, 4-22, 24-26, and 28 above, and in view of Redlich, US 2005/01381 10. 

Herren and Watkins make obvious the method and the system of claims 1-2, 4-22, 
24-26, and 28, as set forth above. 

Herren and Watkins do not discloses binary files with n-dimensional structure. 

Redlich discloses a method and a computer system for processing and securing 
data. Redlich discloses graphical user interface and "interaction" between stored 
information and a user (see [0092], [0347-35], [0404-0407]). Content data (raw data) are 
connected to metadata [0350], and metadata define a content of binary files [0092]. 
Object information and metadata are encoded in an ordered tree structure (hierarchy 
structure) with root, branch, and leaf components [0092]. An object hierarchy structure is 
described as a binary tree, category structure, or hive (n-dimensional structure) [0405]. 

It would have been obvious to one skilled in the art at the time of the invention to 
modify the method and the system of Herren and Watkins to use n-dimensional binary 
files, such as taught by Redlich, where the motivation would have been to improve data 
coding, storage, formatting, and presentation, as taught by Redlich, [0350], [0405] and 
[0092]. 

Conclusion 

No claims are allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Marina Miller whose telephone number is (571)272-6101. 
The examiner can normally be reached on 8-5, M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel, Ph. D. can be reached on (571)272-0718. The fax phone 
number for the organization where this application or proceeding is assigned is 703-872- 



Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 
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